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Re:  Docket No. 97N-484S

To Wiom It My Concern: -

| amwiting to express my grave concern about the FDA
becoming involved in the nmanagenent of allograft tissue.

O rthpaedic surgeons in the United States have been
successfully and safely using allograft tissue for many
years. The safety controls from the institutions t hat

provide these have in mytwenty years of experience as an
orthopaedic surgeon been nuch nore than satisfactory.
Having lost a child and being involved in the organ
donation process, | am aware of the trenmendous lengths to
which the organ procurenment conpanies go to insure that
donors are safe and acceptable donors of the tissues that
they get from these donors. Furt her, t hese conpani es
cannot afford the |legal consequences of a recipient
receiving contanminated tissue. The Ilegal consequences
woul d be devastating to the industry. I, therefore,
believe there are so many constraints on the bone banking
and tissue banking industry that FDA supervision would
make the process nore cunbersone and unnecessarily limt
the supply of allograft tissue which is so desperately
needed.

Sincerely,
Wy A2
G Lee Cross, IIl, MD.
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